Food and Drug Administration

o
g’ {é DEPARTMENT OF HEALTH & HUMAN SERVICES
o SEP . - 1989

1401 Rockville Pike
Rockville MD 20852-1448

Qur Reference Nunber: 98-1078
Label Revi ew Nunber: 19980929001

Roberta L. MKee, Ph.D
Merck & Co., Inc.

P.O Box 4

Sumeyt own  Pi ke

West Point, PA 19486

Dear Dr. MKee:

The Labeling Supplenent to your License Application for
Hepatitis B (Reconbinant) Vaccine, to include the addition
of two doses of the 10 ntg forrmulation (1.0 mL) adm nistered
at 0 and 4 to 6 nonths as an alternate reginen for the
routi ne vaccination of healthy adolescents 11 to 15 years of
age, has been approved. This information wll be included
in your License Application file,

Pl ease submt three copies of final printed |abeling, under

| abel review nunber 19980929001, at the tine of use and
include part Il of the label transmttal form with conpleted
i npl enrent ation information.

Sincerely yours,

7‘ J “z/[(.a!\f/‘u'

Peter A Patriarca, MD.
Di rector
Division of Viral Products
O fice of Vaccines
Research and Revi ew
Center for Biologics
Eval uati on and Research



